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decrease in missed lesions? Do you have any

measurable evidence that quality in this area has

been improved with your mandatory program in effect?
Thank you.

MR. FLATER: No, ma'am. We do not. We
do not track that.

CHAIR HENDRICKS: Yes. Dr. Ferguson.

MEMBER FERGUSON: My question after
listening to all the discussion earlier about
mandating accreditation which I think would
certainly improve in a lot of éreas.. The only area
that I hesitate in is in access for rural areas. I
think you started off saying about you had many
small hospitals and Iowa is a rural state. Do you
have problems with access? How far do people have
to go to be able to get a stereotactic biopsy?

MR. FLATER: I can't tell you on the
stereotactic side, but I can tell you on the normal
side. We may be one of those aberrations in the
whole process. We have grown in size ever since the
program started in the 1990s. We started out with

141 mammography facilities. As I said, we are now
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For whatever reason, our farming
communities want their mammography facilities so
that they are very accessible and they're more than
willing to pay for that. We have two of the digital
units in the State of Iowa. One of those is one in
a very small town of Storm Lake, Iowa. It was given
by a farmer who gave the hospital the farm and said,
"You must make a w@men's center" which was paid for
with cash including a stereotactic unit.

So we are having no problem with
accessibility. We haven't lost any of the
stereotactic units as far as them quitting or
anything like that. We haven't had tﬁat kind of a
problem.

MEMBER FERGUSON: And you do have them
in relatively small communities.

MR. FLATER: They're spread out. Most
of them are in the 200 bed and greater hospitals but
they're spread out throughout the state. We have
the major centers of course spread ciear out through

the state. ‘They do have to go a little further but
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not that far. Most of them will take that when they
get to that far part. The surgery when they get the
confirmed cancer, they will do whatever/they need to
do in order to get that kind of service.

MEMBER‘FERGUSON{ Do you, and I'll be
short, have any type of program for women who don't
have the means to travel for care, for gas, for
transportation? Do you have any programs like that?

MR. FLATER: We have the breast cancer
detection centers set up within the state health
department and they will pay for individuals that
need to have the different kinds of exams. I cannot
tell yvou for sure what they will do for the
stereotactic. I know for the diagnostic that they
pay for them on a routine basis.

MEMBER FERGUSON: Thank you.

‘CHAIR HENDRICKS: Carolyn Hendricks,
Panel Chair. Just a question about the pattern of
violations that you've seen during your inspections
of the stereotactic units. For example, from the
data that we see from MQSA is there a high

proportion of facilities with no violations or where
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these violations scattered across facilities? Other
than the three that you indicated might be related
to fraudulent behavior of one employee, how were the
remainder of the violations scattered across the
facilities?

MR. FLATER: We don't see them. There
are a few here and there like we missed some of the
surveys and that kind of thing, but they're sort of

sporadic and sometimes they are ones that it's just
an "Oops" they didn't make it within the 14 months.

It may be because it was 15 months. Many of our
physicists are much like Melissa or they travel so
getting them coqrdinated so they happen at the exact
time. They may be at 15 months instead of 14 months
and that kind of thing. |

So we're not seeing them lumped together
or anything like that and we're not seeing repeats.

Repeats we watch very closely because in our system
of regulation if it repeats, if you repeat one time,
you are eligible for civil penalty and our civil
penalty is $1,000 per violation, I'm sorry, $1,000

per violation per day for every day of violation.
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So if you find it and it runs for a routine period
of time, it can get expensive real quick. So they
are very much aware of that and they try very hard
to not have it. We don't have anybody who are "bad
actors" if you will. We've gotten rid of most of
those through the regular MQSA program.

CHAIR EENDRICKS: Thank you very much.
When you added stereotactic to your mammography
inspection procedures, did you find or did the
facilities or the physicians, the technicians, the
physicists feel that the requirements increased
their burden?

MR. FLATER: I don't believe it did for
the same reasons that Penny gave. We had the MQSA
in. They were used to that. My folks are in there
so often that it's just a routine type thing. We
call ahead of time. We make scheduled visits.
We've even gone to a point that if they’re very’busy
on the day we need to come. in that we'll do it late
afternoon or some time when the unit isn't in use.
So we've accommodated the facilities that way. I

don't think that there's been a problem with patient

NEALR.GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
{202V 2. 443R WASKINGTNAN N M 7(\(\;{\‘;.’&7“1 waanat naalrarnee crm




10

11

12

13

14

15

16

17

18

19

20

21

22

1086

flow. There may have been a bit of a problem with
people having to spend a little overtime if we come
in at night and that kind of thing.

CHAIR HENDRICKS: Thank you very much.
Other questions or comments from the panel or from
the audience?

CHAIR HENDRICKS: I dd have a follow-up
question related to how you handle specifically the
physician personnel. If you had, for example,
surgeons who Wantéd to participate who did not meet
your criteria as outlined in the,guidélines, how do
you manage that in your facilities?

MR. FLATER: They aren't allowed to do
it. It's plain and simple. It's the rule and they
have to meet the rule. The rule went through a
complete hearing process. We've worked with the
surgeons group. We've worked with the radiologists
and if you can't do it,‘you can't do it because it
relates back to the care of the patient\and it needs
to be a qualified individual who is properly trained
and that's the general philésophy that we follow.

CHAIR HENDRICKS: Other gquestions or
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comments, Panel members? The audience? Thank you.
Very interesting presentation.

MR. FLATER: Thank you.

CHAIR HENDRICKS: Next we welcome Dr.
Barr back to the microphone to continue her
discussion f
reviewing the Institute of Medicine Recommendations
Regarding Interventional Mammography. Dr. Barr.

DR. BARR: Thank you very much. Again
since this is probably my last opportunity to speak
with you, I wanted to thank you once again all for
being here and for giving us yoﬁr expertise and
thank you to the members of the audience who have
provided their expertise, thoughts and opinions.

First, I would like to go back to
yesterday because I thought that there was a slide
in here about this IOM recommendation and there
wasn't. So I neglected to cover this yesterday and
a couple of people have spoken about it today. One
of the IOM recbmmendations was to change MQSA to
Breast Imaging Quality Standards Act to include all

breast imaging procedures apparently. I'd like to
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point out that when we were discussing things like
ultrasound and MRI, etc. thgt since that's not
defined as x-ray of the breast, this particular
thing instead of a regulation would require
statutory change to include other non x-ray imaging
modalities under a statutory act like this. I just
wanted to make sure that everybody was aware of
that.

What I;m going to do is quiékly run
through the slides I have on the IOM recommendations
related to stereotactic breast biopsy and then after
lunch, we can have a discussion related to this.

One of the IOM's recommendations was to
remove the exemption for stereotactic breast biopsy
procedures and develop regulations. Section
900.2(aa) states that mammography means radiography
of the breast but the purposes of this part does not
include radiography of the breast performed during
invasive interventions for localization or biopsy
procedures, but they would 1126 to delete those
words, or biopsy procedures and radiography of the

breast performed with an investigational
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mammographic device as part of the scientific study
with FDA's investigational device exemption. This
is also not part of this.

So the rational to remove the part that
would exclude biopgies, stereotactic breast biopsy,
this is IOM's rational. While it uses mammographic
x-ray imaging, FDA indicated its intent. to regulate
interventional and that was in the preamble to the
proposed final regulations in 1996. The profession
now has more experience with stereotactic procedures
and I would assume in there is the fact that there
is an accreditatién program for stereotactic
imaging.

. These are some comments in the report by
IOM on interventional mammography regulations. It
talks about the ACR and American College of Surgeon
joint qualification set for physicians performing
stereotactic breast biopsy which includes
requirements for CME and continuing experience.
These standards became the basis for ACR's and
American College of Surgeons' voluntary

accreditation program.
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It says, "However in testimony to the
Senate Committee on Health, Education, Labor and
Pensions on the reauthorization of MQSA, the
American Cancer Society noted of the 4,000 to 5,000
interventional mammography machines,"” I note the up
to 2,000 increase in stereotactic units predicted
than we've heard from other sources. Fewer than 500
are accredited through the ACR program. Only 11 are
accredited by the American College of Surgeons'
program. In similar testimony, speakers‘on behalf
of the Komen Breast Foundation and the Society of
Breast Imaging advocated removing the exemption on
interventional mammography procedures.

- The committee urges FDA to remove the
exemption of all interventional mammagréphy from
MQSA. I see here that they're includin§ all
stereotactic biopsy procedures and equipment used
for interventional procedures such as needle
localization. But I'm not sure that the wording to
make that happen was part of the recommendation.

But anyway, here it says that they apparently intend

their recommendation to inélude needle localization
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should be regulated. There is no accreditation
process for needle localization in place at the
moment .

The committee believes ﬁandatdry
accreditation of interventional equipment, not the
interventional procedures themselveé is sufficient.

That stands on its own, I guess. In addition, FDA
inspéctors should be trained to perform onsite
inspections of stereotactic breast biépsy procedures
and interventional equipment as a paper review and
review of films obtained by the site would be
insufficient for insuring quality.

Just some thoughts as we prepare to
discuss this issue this afternoon. Since I came
into FDA six years ago, I have repeatedly asked the
question and some Qf you have heard it because
you've been on this committee before that we're a
public health agency and where is the public health
risk to patient if we're not regulating these biopsy
procedures. So far, I have heard reasoning that we
should regulaté them because we said that we were

going to. I've heard reasoning that we should
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because these procedures involve x-ray, imaging of
the breast. I've heard, and not to diminish them in
any way, anecdo;al reports qf patients who have had
their lesioﬁ missed on core biopsy which of course
if we gO«throughAwe can hear about any medical
procedure.

What I have not héa:d is the evidence
that we had back when MQSA came into effect that
there's a risk to the general public health, not to
individual patients, but to the public in general
where we had a nation wide survey @hat showed us the
poor image quality of mammography éna the problems
with dose and I have not to;date heard evidence that
in places where there are mandatory programs that
there is factual evidence tﬁat we can point to that
regulation has improved quality in this area. I
think in MQSA we have the 25 percent reduction in
breast mortality and although we can't specifically
say that's MQSA we know that in large part in
addition to improved treatment that MQSA has to be a
part of that mortality decline.

We searched our own database here from
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our Cffice of Surveillance and Biometrics who gets
reports in on any medical device that's being used
that has some sort of problem related to it. We had
them look back in the last two and a half years.
They found six reports related to interventional
procedures.

It was often difficult to sort out what
the person reporting was actually trying to report.
But as best as we could determine of those six
reports a number of them were related to
inadvertently pulling out a needle during procedure.
I can only assume that probably was related to
needle localizatiqn. I can't see where that would
happen too often with core biopsy. At one point a
couple years ago, there were reborts of one
stereotactic needle that the tip could shear off.
So that's information that we have that we can add
into this discussion here.

MEMBER MARTIN: Dr. Melissa Martin. I
guess the only thing I would reitefate is the data
that Penny Butler showed from the voluﬂtary

accreditation program that approximately one-third
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of these facilities who we would assume are the ones
that think they are doing good work are not meeting
the initial or the repeat rate for accreditation. I
think that is hard data that we have to work with.

DR. BARR: And that same thing did
happen in mammography when we first started too.
What I was asking Ms. Butler is if we have any
evidence that thosé failures relate to a lesion not
being captured. since the facility is\submitting
its best work, it's certainly hard for me to believe
that they would submit films on procedures where
they didn't obtain the diagﬁosiS¢

"So do we have any correlation that these
failures relate to a nondiagnostic core biopsy?
Certainly there are accreditationvféilures and we
can say whatever we want. It just like Ms. Butler
said. We don't have it for mammography. Does
failing mammography accreditation mean that they're
nondiagnostic mammograms?

I've seen a numberrof the mammograms in
our review process’that fail accreditation and there

are things that could be better about the mammogram.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
1209\ 2244427 WAKKHINATON M C 90NNS.3701 whanar naatrarnee ram




10

11

12

13

14

15

16

17

18

19

20

21

22

115

But in most circumstances, it doesn't mean the
mammogram wasn't diagnostic. In these
circumstances, do these accreditation failures mean
that if we're saying one-third of thése facilities
are missing? They're not diagnosing, not capturing,
the lesion on core biopsy then I think that's a
serious problem. KI'm not sure that accreditation
failure means that.

CHAIR HENDRICKS: Yes. Dr. Williams.
MEMBER WILLIAMS: This isiMark Williams.

My guess is that the data that\you're'looking for
are probably a little bit difficult to pbtain since
what we need to get would be saﬁe tracking somehow
of what ultimaﬁely turned out to be false negatives
on missed biopsies. One example thét strikes me is
that is that of excisional biopsies in which wire
localization was used. We get,repérts that wire
localization is done correctly and that it's
accurate and I tﬁink in most cases it is.

However we talk to the surgeons and the
surgeons say, "The wire sometimes misses the lesion

by up to a centimeter or more" and the reexcision
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rate for positive margins is about 50 percent. Now
not all of that can be attributed certainly to poor
localization. However it just shows that if you dig
into the process as to what all the things that
could contribute io those that those miss, I think
it's very feasible that's part of the localization
or the imaging process that could be’playing a role.

It's just very hard to segment,that,out from the
other things.

DR. BARR: Yes. And I certainly agree
with you and\I certainly ag;eeAwith your statement
about wire localization. I think it is a fairly
inaccurate way to go about making ﬁhe diagnosis of
breast cancer. Yet interestingly enough, where we
probably have more evidence that répeat excision
rate indicates that wire localization is not always
accurate we don't have an accreditation program that
deals with people's ability to do wire localization.

MEMBER WILLIAMS: Right.

CHAIR HENDRICKS: Input from other panel
members? Yes.

MEMBER MOUNT: Carol Mount. In my
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observation of some of the rural areas where we have
both radiologist and surgeons using a stereotactic
table that is not accredited, I get frequent calls
from the radiologists at those facilities saying,
"What can we do‘about this because the surgeon is in
there without a technologist trying to position t
patient?" Finally I said, "Why don't you count the
number of exposureé that they have taken, the number
of times they've tried to position that patient and
not been able to find the area that they're looking
for? Maybe then you could work with the physicist
to actually get the dose that patient received
during that attempt."

They started doing that. The surgeon is
still doing stereotactic biopsies and they are going
to get accredited and thus my earlier guestion as to
what do you do if the radioclogy department is
accredited and the surgeon is not, soytwo facilities
that I know of in our immediate area that that very
thing is happening. I think if this does move
forward there has to be very specific dose and

positioning training offered to those physicians if
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they're not going‘ﬁo have a technolcgis£ in the room
helping them.

CHAIR HENDRICKS: Thank you. That's a
useful comment and it's exactly the kind of
information as a ?ublic healtﬁ official that I would
like to see which I'm not seeing at least on a basis
other than anecdotal exactly the kinds of things
that you're talking about.

MEMBER MOUNT: They don't know what to
do with it or Qho‘to go to.

CHAIR HENDRICKS: Thank you. Other
comments from the panel? I do have a fpllow~up
question for you, Dr. Barr, related to how we can
today as part of this meeting use the preliminary
data from the ACR vcluntary:accreditatibn process.
Because as I heard that data for the first time, I
do think that it speaks to some significant
technical problems and issues related to the skill
of the sﬁrgeons and radiologists Qerforming the
procedure at this point in time.

Because if you look at the information

that was presented, the bar was set relatively low

 NEALR.GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
027 2344477 WAKHKHINEYTON DY 200082704 wnanar naalrrrnee e




10

11

12

13

14

15

16

17

18

19

20

21

22

119

as I understand it. In the two tracks, the
requirement is to perform perhaps the 12 procedures
in a year and then submit one set of films really on
the calcifications which is really the role of
stereotactic biopsy procedure; So the facilities,
the voluntary participants, have submitted just one
case out of the ﬁinimﬁm of 12 and we have
acknowledge that the failure rate does speak to a
significant issue related to skill.

Now it's true if we don't have the
outcome, we will never be able to produce survival
data, I think, in this area, but it does speak to a
significant problem with the technical and the skill
of the physicians doing the procedure in my mind.

DR. BARR: I think what it speaks to if
it's my understanding and certainly Ms. Butler can
correct me if I'm wrong is that Qe have: reviewers
saying that we don't think that‘four¢needle is
placed properly to obtain a diagnosis or perhaps
again it would seem to me kind of insane to submit
specimen radiographs of a lesion with calcifications

and not include them in the specimen. Certainly,

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
{202\ 22444371 WAKQKHINGTNN N (‘:‘ ANNORLITNA waany naalrarace Arm




10

11

12

13

14

15

16

17

18

19

20

21

22

120

that's a technical\issue.

I don't think wé need cutcome data. It
would be very easy to have the radiolog§ report and
the pathology report submitted along with that so we
could see if these needle placement failures result

P

PO B I -t i B . W RPN
;sed or are we failing people

}..lo

in the lesion being m
on something thatydoesn't relate to the outcome?

I think the way we can use the
information is in a number of different ways. We
could do what the IOM says and we could remove the
exemption for stereotactic. We could édopt the
existing accreditation programs and we could develop
an certification procedure and then an inspection
procedure. We could say that everybody has to be
accredited but have no certification or inspection
procedure. There's a number of different ways we
could go about this.

I don't know what we would do actually
in the case of wire localizations since there is no
accreditation program. And certainly, I'm not
ignoring the failure rate just as we didn't ignore

it in mammography. I'm just not sure what it means
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and I'm not sure what other evidence like we had
with MQSA that we are putting the public at risk by
continuing to have the exemption for this.

CHATR HENDRICKS: Thank you. Dr.
Dowlatshahi. Please reintroduce yourself for the
record.

DR. DOWLATSHAHI: Dr. Dowlat, Chicago.

I have a question about the actual number of the
stereotactic devices in the éountry. The Institute
of Medicine guotes to 4,000 tOVS,OOO'machines. I
think someone mentioned as far as I called up the
manufacturers is it's about‘z,ooo, maybe 2,500.
Which one is correct?

DR. BARR: I don't know and I brought
that point up. I don't know. It appears the
Institute of Medicine is quoting the American Cancer
Society with their estimate. Again, I'm not sure we
have an accurate answer to that. It would seem to
me that manufacturers are the people that could give
us the most accurate information about how many
units were sold.

EXEC. SECRETARY FINDER: It's Dr.
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Finder. I just want to clarify one thing and ACR

and ACS can correct me if I'm wrong. The review of
the calcifications and mass; it's one per facility,
not per physician and a facility. Is that correct?

MS. BUTLER: Penny Butler, éCR. It's
one per unit.

EXEC. SECRETARY FINDER: Per unit.
Sorry.

DR. BARR: So I think Dr. Finder at
least obliquely gets to a point whiqh I brought up
earlier. I think experience has told;usAit's not
equipment necessarily that's the problem, but the
use of that equipment. As you heard Lt. Commander
Boyd say our whole focus aréund health, our
strategic planning is to focus on high risk
procedures and those where use is a problem we find
that users of devices are more where the problem
lies.

Here even in this accreditation program
it doesn't appear that we address each user of that
but again the egquipment. Obiiquely the user or

someone had to place the needle for the films we're
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looking at.

MEMBER MARTIN: Melissa Martin. I am a
consulting physicist and like I said, we cover all
of these units because it's a state reguirement.
But there is really no teeth to any requirement as
to what the image quality has to be.

I would go back to, I think, Dr.
Williams made the point earlier or Penny Butler may
have made the point earlier, when MQSA first became
effective we did see a numberkof uhits that were
removed from service because they are eguipment
related problems. It's a generation problem. They
do wear out and a lot of exactly what I'm finding.
It's the older equipment that is\getting worn out.
It doesn't meet state-of-the-art, what we would have
in‘a modern day if you went out and bought a new
unit. But until there's some requirement that says
the unit you bought ten years ago is not adequate
now, they're going to continue to use it.

DR. BARR: Now we do have, I would like
to point out, eguipment requirements in MQSA, at

least, that eqguipment has to meet.
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MEMBER MONTICCIOQOLO: This comment
actually just relates to thg needle localization
issue and I dqn3t know about the other radiologists
or surgeons here but I wasn't really prepared to
address that as a regulatory issue. While
localization requires a tremendous amount of
cooperation between the radiclcgisi and surgeon, I
don't personally having practiced. in several
different types of practices in different areas of
the country, I've never seen wire localization be a
significant issue.

The reason is if you're not wire

‘localizing well, the surgeon is going to know it in

a second and they're going to come down. Having
been a division chief at several places, now I'm
going to be the first one to hear about if any of my
staff can't wire loc adequately. It's a very basic
procedure. It's fairly straightforward. It can be
very difficult if a lesion is in a difficult spot in
a patient's breast; But we put the wire through the
lesion and we have to document it because the films

come out with the wire and the breast there on the
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same film. So it's very hard for us to wiggle out
of that. Then a specimen comes back.

Now we do have a problem with some of
the older surgeons not beliéving they need a
specimen x-ray to confirm the lesion has been

- - 4 e o
now if regul

removed. I don't
that or not. But ¢ertainly thg pathologist's report
is there. There‘s,éither pathology in the gspecimen
that corresponds or it doesn't. I'm not sure if
that type of program is/needed. It would be onerous
I think to dévelop.

DR. BARR: I know in my préctice once we
go stereotactic unit even if the patient was for
open biopsy, we use the stereotactic unit to
localize the lesion rather than free-hand
localization. DQ you find that in your practice?

MEMBER\MONTICCIQLO: No, we don't use
the stereotactic table for that. It's useful for
lesions fhat are only seen in one projection because
on the stereotactic table as you know, you can do

slight off-angle views and get an idea of where the

legion lies.
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DR. éARR: Yes,

MEMBER MONTICCIOLO: But that doesn't
happen to us very much nowadays with the current
equipment. I have done several localizations with
stereotactic and usually the issue is that the
patient is in a lot of compression and so I find I
have to compensate for that and then drop the wire
deeper than I would normally for a regular loc. But
we generally just use the mammographic equipment and
our mammographic eguipment is all accredited and |
passed by MQSA. So I don't see the issues that we
have with stereo with localization.

DR. BARR: Since the IOM is apparently
including wire 1qcélization in their recommendation,
could I get some further sense of the committee in
that particular area where there is an accreditation
program that exists? Is that something we should
look to include in federal requlation lgaving stereo
aside for the moment?

MEMBER MONTICCIQLO: I think that the
equipment should be accredited because you ought to

be able to form a diagnostic image and I'm not too
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fond of the idea of somebody saying that old machine
we have over there we'll just use that wire locs. I
think we're wire localizing smaller and smaller
lesions and so the equipment has to be accredited in
the equivalent of the others.

We use a mammogram unit that's used for
regular mammogram to do our 1ocalizations and I
think the equipment regulation would be important.
Developing an entire program to see if people doing
the wire locs are able to do them, it requires so
much cooperationzwith the surgeon that even if I
wire loc something perfectly they can miss a lesion
just by yanking on the wire. That\wire(will come
right out.

I have a very good relationship with my
surgeon. She's fantastic but she occasionally will
miss it and she'll say, "I let a résident and he
grabbed on the wiré and away it went." Those things

happen. It's not something intended bﬁt then we
have to go back and help each other do what's right
for the patient. So that would be pretty hard to

put into a regulatory statute.
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DR. BARR: So you would be in favor of
lifting the fact that there can now be egquipment if
it's only used for wire localization, it doesn't
have to meet MQSA fequirements. You would say that
it does.

MEMBER MONTICCIOLO: I think it should.

Yes, I would.

DR. DOWLATSHAHI: Dr. Dowlat from
Chicago. I think the published report én the wire
localization cancer being missed is under two
percent and)I got the impression from you that
you're talking:about a much higher figure. I agree
with Dr. Monticciolo too that the wife localization
is an issue betweeh radiologists and the surgeons.
There are tiﬁes that you do get displacement of the
wire and while I double localize, I gutywire as well
as dyes. So if the wire comes out, the dye is still
there. But there are times that you have missed it
and the specimen doesn't show it énd\you have
problems, but you tell the patient' and you go after
it in a couple weeks or thereafter. Yoﬁ don't let

the suspicious lesion go by.
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DR. BARR: I agree with you. I was only
commenting on Dr. Williams' comment that we have
reexcision data related to wire loéalizations, I'm
not sure that we have the data like you can tell me
how many lesions are generally missed, being excised
with wire localization. But can you tell
many lesions are missed or what the'repeat rateqis
for stereotactic or how many lesions are missed on
stereotactic that then go to wire loc?

DR. DOWLATSHAHI: I think the wire
localization with the stereotactic is a little bit
more dicey the same as it was péinted out a minute
ago because after decompressidh, the wire may move.

In my experience, I put more than éne for sure. I
put usually two. Sometimes if the lesion is a
little bit sprea& out, maybe I even put three wires
just for security and add the methylene blue dye to
it.

But I think the localization not being
perfect, by that I mean with one centimeter, hooking
within one centimeter of the lesion, it occurs more

with the stereotactic localization than with the
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orthogonal technique.

DR. BARR: Right. But my pqint is you
were able to come up to thié podium and right away
tell me that the miss rate on excisional biopsy with
wire localization is under two percent. Do we have
the same data for stereo?

DR.’DOWLATSHAHI: For stereotactic, no,
I think the number I gave you is probably the
orthogonal technique and not sﬁerectactic because I
can't think of the papers. But it is at least close
to eight to ten years old.

DR. BARR: Thank you.

DR. DOWLATSHAHI: It was pre stereo I
think.

DR. BARR: Thank youAvery much. Did you
want to go first?

MEMBER WILLIAMS: Yes, if I could. I
have three co@ments that I think we ought to bear in
mind. One is that places like, I agree with Debbie
100 percent that it's a cooperative venture, the
wire loc, between the radiologist and the surgeon.

I think that in places that work together well and

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

. 1323 RHODE ISLAND AVE., N.W.
PN\ 2443 WAKRKINEITON e INONEATN wnasar nazlrarnee com




10

11

12

13

14

15

16

17

18

19

20

21

22

131

have very well trained personnel, it can come off
very well.  But that may leave out a vast portion of
our country where people are not necessarily working
as tightly together and not neceésarily as well
trained. So that's one thing.

The second thing is that when I speak to
our surgeons at the Uni&ersity of Virginia, we have
our breast care center is among the tOp; what I find
out is that really what's going on and this is not
to take anything away from the radiologist, they're
very good, but the surgeons are very good at being
able to take the twb views with the wire in there
and triangulate and correct if they'can~see the
lesion in the image and figure out where the wire
was really suppbsed to go. So part of this is we
have to ask‘ourselyes to want to really have to
force the surgeons to have to do that.

The third comment I would make is that
as we detect cancers earlier and earlier and we get
a larger fraction of non-palpable lesions, I think
even these compenSgtions are going to become tougher

and tougher, that is, for the surgeon to make on the
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fly because it may not be that apparent when they
get in there.’ So I would put that up as a
cautionary‘note,before we completely discard the
idea of looking into wire loc.

DR. BARR: Thank you.

MEMBER MONTICCIOLO: Debbie Monticciolo.

I would just say fhat I think there is data on the

miss rate on steréos. There have been many papers
put out looking at miss rateé and they have been
found to be equivalent to the surgical miss rate
which is often quoted at less than two percent. So
there is that data. |

The second thing I would add and I think
Penny point this out is that we're pot requifed when
we're accredited for stereotactic to give data on
our misses and complications but it's requested.
You feel pretty awkward submitting that document
without that information and we do it. Obviously
it's a voluntary program, but we always look at it
and we have data on all of the things ﬁhat we felt
were discordant or we missed a lesion.

It's very unusual for us to miss a
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lesion actually. With experience, that doesn't
happen very often. But we do get discordant results
and we keep track of all of that because it's been
suggested by the ACR that we do that. So I think
most accredited facilities, Penny, you could

probably i f

tell me, i
information. I know you're not,gathering it as a
big database yet but we were asked to give it and we
do.

MS. BUTLER: Penny Butler, ACR. Yes,
most of the facilities that do apply will provide us
with the information, but we have not put it into a
database that we can analyze it. We've told them
that we're voluntafily requesting it from them with
the thought about going back at a later date and
reevaluating whether it should be mandatcry or not.

DR. BARR: Penny, do you have any idea
when you might get that informatiqn in an analyzable
form?

M8. BUTLER: In a database? I can't
give you an estimate right now.

DR. BARR: Thank you.
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CHAIR HENDRICKS: I have a comment.
Carolyn Hendricks,ﬂPanel Chair. In our community,
the exact reverse of what Dr. Williams alluded to is
occurring in that the very small number of breast
surgeons are shifting almosﬁ all of their procedures
to the radiolégist, a higher level of confidence,
wanting to spend more time in the OR. It's
technically difficult to get access to stereo
machines in our communities. The busiest breast
surgeons are shifting their interventional work
exclusively and just confidence in the radiologist.

So the exact reverse is occurring with
the surgeons focusing on the primaxy\breast surgery,
allowing‘the~interVentionalyradiologists to
establish the diagnosis of breast cancer which
brings me to my comment. I'm hopeful that we really
learn from the demonstration project from the MQSA
data that possibly as the ACR acc:editaﬁion data
matures and you're able to compare the collaborative
track with the individuals and facilities that are
on the independent track that we might be able to

compare those two and really determine whether the
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collaborative approach is the best approach and
whether the data is going to be superior in that
track.

That is where we know there is an
interaction between the radiologists;ana the
surgeons as opposed to
surgeon or radiologist that's operating
independently to provide data for accreditation with
a comparison between'thqse two groups, the two sets
of data. I;m not sure. The dataset looks small but
it seems that you might be able to loqk\at some of
these quality indicators and some of the audit data
and the complication rates and compare those two
tracks.

DR. BARR: Dr. Hendricks, would you in
your opinion then be in favor of waiting for that
type of comparison and analysis to be done or going
ahead and dqiﬂg a fegulatory program right now where
we don't have a lot of that information?

CHAIR HENDRICKS: Carolyn Hendricks,
Panel Chair. I do think as I'm listening to the

discussion this morning that there is a difference
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that this advisory committee should take as we
approach mammography as opposed to the stereotactic
procedure itself and the skill and to hold it to a
little different standard. So I think the survey
data is very important and that\really is the only
data that, other than anecdotal data, we've been
able to loock at. We need ngd outcomes data but I
think we also need to acknowledge that significant
deficiencies do exist even in the very éelect group
of radiologists and surgeons that have ggreed to
participate in the accreditation process as it
exists right now.

DR. BARR: So in your opinion, there's
enough to proceed with a federal/rggulagory program.

CHAIR HENDRICKS$ As we've heard from
the speakers, from the representatives from ACR,
it's very interesting of coursertc lookfat the audit
data as 1t correlates with the pathology of the
breast disease that's being diagnosed and it does
sounds like that data is being collected and that
would be very helpful. Dr. Monticciolo.

MEMBER MONTICCIOLO: Debbie Monticciolo.
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I would just say that there is a tremendous body of
literature on stereotactically guided biopsy and the
successful rate of that procedure. Now what you're
speaking of I think, Dr. Hendricks, is a little bit
different in looking at sites that go for
accreditation and why they fail, etc. I think
that's worth looking at, but there is a body of data
to show that this procedure can be done well and
very accurately. That's been established in the
literature forrquite some time.

CHATR HENDRICKS: Yes, I agree. Dr.
Ferguson.

MEMBER FERGUSON: Yes, I'm asking for
the sense of the committee and I've taken this all
in and tried to read ali of this. I agree with
Debbie that on the wire localization, I believe, the
equipment should be accredited. I think that you
ought to be doing wire locs on equipmént that you
can do mammography on.

Also I have struggled with the mandatory
accreditation for stereotactic and I think I come

down on the side it should be required based on
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personal experience, based on Melissa's comments
that would be the mirror of mine at home and we saw
this with MQSA. The people who don't go for
accreditation are going to fall out or they're going
to update their equipment and their education and
their‘training and their quality control. I think
that's what we want to see.

When Debbie mentions the volume of
literature on Stereotactic,AI would bet a lot of
money that that literature is cqming_from accredited
facilities who have gone througﬁ valuntary
accreditationkand you won't see thé information that
you're looking from missed stereotactics because
those facilities aren't doing the high quality of
work that she's talking about. So I, as a sense of
at least me on the committee, would favor regulation
and on the issue of needle loc, I would say the
equipment should meet the same standards.

CHAIR HENDRICKS: Any othé: comments
from the panel before we break for lurnch?

MEMBER MONTICCIOLO: A quick comment

because we're waiting for lunch. With due respect
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to Dr. Williams' remarks about needle localization,
as some of you know, I've had several jobs because
my husband has mo&ad me all over the country. So
I've practiced at Emory and Mass General and in
private practice in smaller towns as well as in
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seen wire localizations be an issue. What Dr.
Williams is talking about is you can't get the wire
close enough, you have to cénverse with your surgeon
about how to operate.

But I've really never seen the actual
placement of wire and obtaining a specimen if the
surgeons and radiologists work we;l together that
being a tremendous issue. I just,want to reiterate.
I think the equipment is an issue. We would really
want to useycertif}edwequipmept. But having an
entire regulatory program for wire localization
would be very onerous and I don't think it would be
that productive.

DR. BARR: It's fine. I would like to
perhaps continue a small bit aftex lunch with some

more gquestions.
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- . - -

CHAIR HENDRICKS: Absolutely. I would
like to thank the panel and the audiénce and all the
participants for the discussion. We'll break now
and then reconvene at 1:00 p.m. Off the record.

(Whereupon, at 12:03 p.m., the above-
entitled matter recessed to reconvene at 1:04 p.m.

the same day.)
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A-F-T-E-R-N-O-O-N S-E-8-S~I-0O-N
1:04 p.m.

CHAIR HENDRICKS: On the record. Okay.

Our meeting is back in session for t
session. We're going to start out with a
continuation by Dr. Helen Barr of our discussion of
the Institute of Medicine Recommendations Regarding
Interventional Mammography. Dr. Barr.

DR. BARR: Thank you. One ﬁhing I have
neglected to do although I've thanked all of you is
I did want to mention that this is Dr. Hendricks
first time chairing this comﬁittee and I think she's
an absolutely exceilent job.

I'm going to try to lead the remainder
of our discuséion time by trying to sum&arize things
I've heard and trying to conclude some discussions
on them. One thing that I heard is that we should
consider accreditiﬂg the mammography equipment that
wire localization are performed on that there should

no longer be an exemption that if you only use
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equipment for those procedures that it is exempt
from accreditation.

Dr. Finder, do you have anyvcomments on
what that would entail and what that woﬁld mean and
perhéps we need soﬁe further clarification on what
people's idea on tbat are.

EXEC. SECRETARY FINDER: Okay. I would
like to ask the question when people(said that they
felt that equipment used for needle localizations
should be accredited and I'm not,exactly sure what
they mean byathat. It's one thing to use a piece of
equipment that is élso used for mammography where
patients are gping through that méchine and you can
actually generate enough images that can be sent for
the standard accreditation.

But what do you do with a unit that is
used strictly for needle localizations? Those
machines under the current situation are not being
used for genexai &ammography. How would you
accredit that type of unit?

CHAIR HENDRICKS: Yes, Carol.

MEMBER MOUNT: Carol Mount. You always
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do your post films to show that your wire is in
place. Couldn't you use those to view the two-view
mammogram you do aé your post wire position films as
your films that you would send in and then your
phantom image? Otherwise it could be the same.
EXEC. SECRETARY FINDER: Big difference
in that at least the staﬁdard procedure, now you
have to submit a bilateral wmammogram, two views, of
a normal examination or benign examination. That
would require a change in the current accreditation
process and review‘procéss'and méybe we could get
some comments from the ACR if they would be able to
do something like that for those types of units.
_MEMBER MONTICCIQOLO: Could i make a
comment also befdre we -ask for comment frbm Penny?
This is regarding a wire localization and how you
would submit films from a unit that is being used
only for wife localization. It would be difficult
to use wire localization films because ?ou couldn't
achieve the same positioning. Getting the amount of
pectoralis muscle on a patient that has a wire in

her breast is not as easy. 8o there would have to
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be some other accommodation.

'MS.. BUTLER: Sorry for coming in late.

Penny Butler with the American College of Radiology.

If I think I caught what you were talking about is
askingkfor these dedicated wire loc units how would
we test them under an MQSA approved accredited
process?

CHAIR HENDRICKS: Yes.

MS. BUTLER: Let me ask our physicians
on the panel. It's my impression that some of these
may also be used for diagnostic films.

MEMBERVMONTICCIOLO: In my place, we
don't have any distinction. We only dc/our locs on
accredited machinery. So the issue that Dr. Finder
brought up was that if we decide to include machines
that are only used for localization into the
accreditation process how would they go about it
because how do you submit f£ilms from that unit?

MS. BUTLER: It would be very difficult
to do that becauseiwe rea11§ Wouldn't have a process
to evaluate it because we look at adequate f£ilm size

and other kind of things. But it may be possible
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undef existing system if they also do diagnostic
images there rather than just screens‘and not just
MAGs but regﬁlar diagnostic images. They could send
us the diagnostic images and then in that case they
would follow that particular process that we allow
in special cases.

DR. BARR: And I suppose if we simply
said that these procedures had to be on an
accredited mammography unit then the procedure would
be the samé. It would the same as it ié now.

~MS. BUTLER: Right.

DR. BARR: Theré would no longer be able
to be a dedication of a machine solely for that
purpose.

MS. BUTLER: That would have to be a
decision that would have to be made.

MEMBER MARTIN: Melissa Martin. I would
like to bring to y&ur attention the fact that I know
at least we have at least three surgery centers
which have dedicated mammography units in it solely
for localization procedures. They do not do

anything else except wire locs in them.
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I thought the suggestion was made that
this be accrédited for equipment only. So it would
be very straightforward to require that these units
pass the physicist annual evaluation. That's what I
was hearing is that everyone was in support. That
eliminates you having to evaluate the films. ﬁut it
would still require to have a full physicist
evaluation on the equipment. |

DR. BARR: And it would require a change
in the current accreditation procedures.

MS. BUTLER: Correct.

EXEC. SECRETARY FINDER: It's Dr.
Finder. I just want to clarify.' Everybody is
listening to the same words and coming out with
differenﬁ ideas of what they mean. Accreditation is
a defined process in a statute and the regulations
and it involves the review of clinical images.

If you're talking about just meeting the
equipment requirements and doing certain QC, that's
not accreditation. That's something that doesn't
exist right now but sométhing that could be looked

into. But again, when you use the terms these units
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then should be accredited, it means something very
specific that may not appliééble to all the units
that are out there and may not applicable to the
current accreditation process that eXists. I just
want to make people aware of that.

DR. BARR: That's a good point.

MEMBER MOUNT: Just a commeﬁt about the
films on a regular\pnit being used for wire. When
we accredi; stereo units, we're nét dbipg the same
positioning, the MLO and CC, to get all the anatomy
on the film. Youire positiconing to get the area of
interest. So if you Qere uéiﬁg a machine for wire
localization, then too couldn't that just be you're
looking at the image for the area of interest and
image quality?

DR. BARR: Certainly, that's possible.
The difference is that curréntly”therg is an
accreditation program for stereo and there isn't for
wire loc. So one would havé to be developed if you
were to go that way or as some other people are
saying, are we simply interested that tﬁe equipment

passes a physicist's survey and that's our bottom
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line of interest there?

CHAIR SENDRICKS: Dr. Monticciolo.

MEMBERAMONfICCIdLO: Just two comments.

One is, I don't want to speak for Dr. Ferguson,

both of us intended that the equipment pass the
physicist's QA/QC. That's what we recommended for
the wire localization. It's not a full
accreditatipn process. We didn't QnderStand that
difference. Thank you, Dr. Finder, for that.

And the second I would just comment on
what Carol Mount just said. The images that are
submitted for the stereotactié accreditation
program, and Penny can cdrrect me if I'm wrong, are
not assessed for positioning and they're not
assessed the same way a cliniqal review is done.
When we submit, wehjust want té indicaté that we
know where the leéioﬁ is and what the lesion is that
we're going after. So the films are viewed
differently. They accept copy films, not originals.

So it's not held to the same standard as those that
are used for diagnastic purposas.

CHAIR HENDRICKS: Yes. Dr. Williams.
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MEMBER WILLIAMS: And furthermore, a lot
of the stereo\biopgy machines are smali field of
view. So they canft possibly visualize the entire
breast anyway.

MEMBER MONTICCIOQOLO: The images that
she's talking abouﬁ that we submit, we do submit
mammograms with our accreditation but they're copies
and they're not judged the same way as clinical
mammograms for accreditation.

DR.\BARR: So, Charlie, if we would
determine that a physicist surVeyris what we're
interested, is there a way of incorporating that
into inspection procedures without an accreditation
program?

EXEC. SECRETARY FINDER: »fhat's a very

interesting question which we would have to talk

with our lawyers about. We are bound by what the

statute says and what regulations we would write.
I'm not 100 percent sure that you can have something
that gets certified without beiné accredited in some
manner and how we would write that I don't know at

this point. But it's something we would certainly
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be able to look into.

DR. BARR: But it seems at least that
we're hearing that it's the equipment itself and not
the skill of tﬁe localizer that would be under
evaluation.

MEMBER FERGUSON: That's how I see it.
I would agree with what Debbie says.

DR. BARR: Okay. Thank you. For
stereotactic, a couple things in summary . There is
an existing accreditation program. There is a
failure, a fairly éignificant failure rate, at this
point, although we’don‘t seem to know exactly what
that failure rate means. We should be mindful and
take into account éf that. :Theré aoés seem to be a
body of literature that seems to'indicaté that this
procedure -can be done well‘and accurafély and at
least in the published reports is being done well
and accurately.

So where does our interest lie in
stereo? Is it the equipment? Is it the user? Is
it the team? Where is our interest there?

MEMBER FERGUSON: I think it's the
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entire team. I think it's the technologist. I
think it's thé physician. I think it'sg the
egquipment. I think it's the same as MQSA. I think
we should be holding it to the same standard.

MEMBER' MONTICCIOLO: It's Dr.
Monticciolo. I agree with Dr. Ferguson. I think
the program thaﬁ's‘been begun in‘ccllaboration
between the American College of suigeons,and
American College of Radiology is a good one. It's
the kind of things I would want to do anyway to
insure quality. So I would support including that
in regulation.

MEMBER MARTIN: I agree with Dr.
Ferguson and Dr. Monticciolo. The program has been
developed in collaboration withyboth the
radiologists and the surgeons .and it includes all
aspects of the program, personnel, mach@nes and
procedures.

EXEC. SECRETARY FINDER: This is Dr.
Finder. I have a question because there are a lot
of similarities but there are differences between

mammography and\stereotéctic biopsy. One of the
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major differences that I see at least is the ability
to obtain outcomes data in the sense of the audits
that are currently being done in mammography and are
being recommended to be increased by the IOM.

They're trying to focus in on outcomes to a greater

And a lot of the big problem with that
is the difficulty in facilities being able to obtain
the results from patients who they may have seen.
That is not a big problem or shouldn't be a big
problem in patients who are undergoing biopsies. So
presumably for every biopsy done or attempted, there
is a result whetherAcancer was found, whether it
wasn't, where the results were<conc0rdant or
discordant. Is that something that we should be
looking at if we decide to éo ahead with regulation
in that program to a greater degree than we have in
the mammography program?

MEMBER MONTICCIOLO: This is Dr.
Monticciolo. While I don't agreed that the
additional audit that's been recommended for

mammography would be very useful simply because I
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don't think there's any evidence to indicate it's
going to‘change quality and it's going to be a
burden.
On the other hand, I think you're right,
Dr. Finder. For a stereotactic biopsy, I think we
can be expected to get the biopéy results. I mean
we're performing the biopsies aﬁd\I don't know who
else is going to éet those results if we don't.
Obviously, it can go the patient's primary care
physician, but I check all the pathology as I think
any person that does biopsies should be doing is
checking their biopsy results.
~And i think if you look at ;he American
College of Radiology's accreditation program, the
data that they're asking for, requesting but not
requiring right now, is a very good way to audit
those programs. It'é a reasonable request. They
ask for rebiopéy'rates, discordance, hematoma
formation, those type of things. It's very minimal.
It's the type of thing that you would want to do to
insure whatAyou‘:e doing is accurate and correct

anyway .
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sé I think we could make that a
mandatory data collection without much difficulty.

I wouldn't have much heartburn about it. I think it
would probably be a good thing.

MEMBER FERGUSON: And I would agree. I
think that information is readiiy available and it's
right there on the spot and you should be checking
it. I don't see where that would be an undue
burden.

DR. BA;#R: And, Dr. Ferguson, who would
be checking that? The accreditation body would
require it. An inspector would lock for it.

MEMBER FERGUSON: It Qould gathered by
the person performing the biopsy and then submitted
to the accrediting body.

DR. BARR: Would there be an audit that
the inspecﬁor, like for MQSA, would look at? Do we
envision an inspection procedure for stereo?

‘ MBMBER“FERGUSON: I would envision the

audit data being collected and submitted and you're

.going to have a fabulous data bank with accurate

information.
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DR. BARR: I wish we had that now.

MEMBER FERGUSON: Yes.

DR. BARR: Does anybody have comments
about inspection in stereo? Do we envision that?
What do we envision that looking like?

MEMBER@MONTICCIOLO& I'm not sure if I
can envision what it would loock like. I would say
that it would be nice if the inspection process
itself were minimaily disruptive on the practices
because it does take a lot of time to prepare for
inspections and to set the room aside and to do
those types of things. It's the same issue with
mammography of course.

I would envision the data for biopsy
success to go to the accrediting body to be
assessed. It seems like an inspection ?robably
could be done with minimal disruption though.

DR. BARR: Thank you. Any other?
Charlie, do you havé any other, éince you are always
good at raising the issues, issues on the
stereotactic side either to accreditation,

certification, inspection that you would like some
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discussion on?

EXEC. SECRETARYVFiNDER; Yes. Actually
I had sent around a question or a series of
questions before the meeting to the committee
members and I just want to make sure that we've
actually answered some of these questions. And my
first question the%e was have we clearly defined
what we consider the problems with interventional
stereotactic because I do think that if we believe
that the problems are diffuse, we have to have a
diffuse type Qf program where we lOOk at everything
and not focus on any one area. If we beiieve that
the problems are more focused in one area whether it
be equipment or ?ersonnel or audit or whatever, then
if we plan a accreditation inspection aﬁd
certification program, we should try ana focus in
on those areas. Just my own personal opinion in the
mammography program, we focus a lot on equipment and
I think while there were some problems there where
now getting a state of diminishing returﬁs on that
and maybe we would be better focusing on some of the

other areas as recommended by IOM.
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I'd like to go with that same type of

philosophy if we're going to regulate stereotactic.

So my first question would be what do people here
on this committee really think the problems are and
then that will help us direct our focuskcn what we
should do about them. So if anybody has any idea of
that.

MEMBER. RINELLA: Diane'Rine}la. Can
someone from/the’ACR let us know as far as the
facilities that failed accreditation what
percentages of what they failed, films they sent in
or what the failure rates were? I mean\We got the
overall percentage but was it broken down?

MS. BUTLER: = Penny Butler,y ACR. We did
break it down between clinical, phantom and dose. I
don't have a further breakdown at this time with
regards to calcs versus mass oryfibious,specs'masses
on the phantom.

MEMBER RINELLA: With regards to the
necessary requirements of the technoclogists and what
not to perform stereo with the radiologist and all

the continuing education and all that, is that
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listed in here?

MS. BUTLER: No, it's not reflected in
there because they don't prqceed unless they meet
the personnel’requirements.

MEMBER\RINELLA: 8o that's. not an issue
with accreditation‘for stéréo units.

'MS. BUTLER: It's not an issue because
if they provide a name of/an individual and that
person does not meet the re@uirements, we tell them
they cannot proceed with accreditation énd use this
individual to perform the stereo procedures and be
accredited. So sometimes they actually shuffle
people around on their staff in order to proceed
with accreditation.

MEMBER RINELLA: Okay. So then to get

to that point then, it always has to be something

clinical.
MS. BUTLER: Right.
MEMBER RINELLA: Or with the phantom.
MS. BUTLER: Riéht. It's the testing we
call it.

MEMBER RINELLA: Okay. So the machine.
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CHAIR HENDRICKS: Yes. Carolyn
Hendricks. I have a follow-up question please.
Just for the panel that as a panel if we could hear
in terms of the ba@kground of theVdevelmeent of

this accreditation program. Dr. Finder was

A

PVl e VPl e Vs

concerned about the balance and the emphasis on the
technical aspects as Qpposed to the clinical. So
I'm curious in your instances you were accrediting
these facilities whether there was a waiting and
whether the clinical failure had a higher weight
than for example the technical failure. As you
guys were developing this procedure, boﬁ did you
weigh those two features of this accreditation
process, clinical and technical? -

MS. BUTLER: There is not a waiting.
Basically you have to pass all aspects in order to
pass accreditation. So you may not pass in the
phantom which may be considéred a technical aspect
and pass in the clinical and we would not grant
accreditation. You would have to take corrective
action and repeat the test so all aspects pass.

CHAIR HENDRICKS: Thank you.
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EXEC. SECRETARY FINDER;\ This is Dr.
Finder. I just want to ask\a question. In terms of
personnel qualifications, my understanding, and
correct me if I'm . wrong, is you basically accept an
attestation that these people meet or do they
actually have to submit documentation of the
qualificatiohs?

MS. BUTLER: They have to submit an
attestation. But we also do do site visits and they
have to be able to show us the documentation once we
show up.

CHAIR HENDRICKS: Thank you. Yes, from
the audience.

MS. WILCOX: Pam Wilcox, ACR. I think
going back to your gquestion about personnel while
it's not a pass/fail criteria because they're not
even eligible to apply if they don't meet it, that
still raises the bar. Those people as we saw in
mammography , some‘people got out o£ the business
because they didn't want to;go through the training
or they didn't want to buy adequate equipment. So

it does have an impact before they can even get into
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the process. Thank you.

MEMBER MARTIN:*’Melissa Martin. Again
being a consulting physiciét, we see éli ranges of
the equipment and it is a state requirement that
there be a physicist evaluati@n in California
annually. It is not uncommon that a unit is pulled
out a hospital, a major medical center, and bought
by another person and reinstalled in their office.

That equipment definitely would not meet
state-of-the-art requirements.v So youriquestion as
to what is thé problem, I think it is a range of
problems and that's what you will find Qhen you
start going and evaluating all the facilities.

I would highly recommend too that the
requirement that it be a mammography trained
technologist be the technologist used in this
procedure. The biggest proﬁlems I haveAseen are
those facilities that do not havé a mammography
technologist working with~particu1arly the surgeons.

If you don't have a rédiolcgist and you do not have
a mammography\technologist, you basically have

people that are very untrained or just not cognizant
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of dose requirements or dose problems and the idea
of what significance it may be if you repeat that
film or that image/many times.

DR. BARR: Thank you. Yes, we see

similar issues with interventional fluoroscopy

3
ot
ct
O

keep going with your questions, Charlie?

EXEC. SECRETARY FINDER: I guess the
major guestion has been answered, Qhat problems
exist, and it sounds like everythihg a problem in
terms of equipment, personnel, audit. So we can't
focus on any one area. At least that's the
impression I'm getting from the committee.

DR. BARR: How come the data is so good
if everything is a problem?

MEMBER MONTICCIOLO: Can I just make a
comment to that?

DR. BARR: Yes.

MEMBER MONTICCIdLO: While I support
this as you know, I'm sorry, it's Dr. Monticciolo, I
don't think we know how serious a problem it is. We

don't have that data. I think we do stereo pretty
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well where I'm at and I know a lot of people who do
it well. So I would say that the reason I support
these standards is to make sure that everyone who is
doing it can meet a certain standard. I agree with
the comment abput having a mammography technologist
involved. That would be crucial, I think, to make
sure these procedures go well.

DR. BARR: Thank you;

EXEC. SECRETARY FINDER: I have a
question about that and maybe somebody from ACR can
address it. We have heard in the past about
technologists who have gone into the stereotactic
field who spent a lot of their time doing
stereotactic and they have the issue'abéut keeping
up with requirements if they're also gding to be
MQSA certified mémmo techs. 1Is there any comment or
enlightenment from your experience in the voluntary
program if that's a problem or not?

MS. BUTLER: Penny Butler, ACR. §So your
question is regarding a mammo tech who does stereo
and staying up with mammo qualiiications?

EXEC. SECRETARY FINDER: Right.
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MS. BUTLER: We actually brought this
issue up to our committee a couple years ago after
receiving a request from I think it was just one
facility regarding a stereo dedicated technologist
who didn't want to maintain mammo and the committee
felt that it was very strong for the individual's
qualifications to maintain the small number really
of examinations that MQSA requires for mammography
in order to really put the entire examihétion
together. SO>they did not want to change the
reqguirements.

/EXEC. SECRETARY FINDER: Thank you.

MEMEER MONTICCIQLO: This is Debbie
Monticciolo. I would just reiterate or support what
Penny says. The minimum number ofvfilms a
technologist ﬁas to do is not that onerous and I
think if the technologist is going to do a good job
at doing stereo they have to be familiar with how to
image and continue to do standard imaging. I would
be interested in what the technologists have to say
about that but I would think you would want to be

able to do both to keep your skills up.
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MEMBER RINELLA: Diane Rinella. I
absolutely agree with you. It is a minimal amount,
number of examinations, to do per year and you need
to know how to manipulate the breast correctly and
if the only thing you're going to be doing is
stereo, I don't feel it's enough as far as your
technical expertise.

MEMBER MOUNT: Cé:ol Mount. I totally
agree with that. I think they should be able to
keep up their minimal 200 and continue to do stereo.

They should be able to do them both. It's very
important like Diane said to be able‘to\do both.

DR. BARR: Thank you. |

MR. FLATER: Don Flater with Iowa. If
you want to refer back to the Iowa rule$, it does
show how much'they\ha§e to do plus we also require
that they be a general diagnostic radiographer in
the State of Iowa. So they doﬁ‘t have any trouble
meeting those. We chart 12 and then three every
year thefeaftér. So it has not been difficult for
our technologists to maintain the requirements. We

didn't have any that dropped out up to that period
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of time.

One other point that I didn't bring up
that I think is germane and that has to do with the
issue of suits against radiologists and folks like
that. We have had none in the stereotactic area and
I know that for a fact because that comes through
our board of medical examiners and those kind of
things since the program started nor have we had any
lawsuits against radiologists és with regard to our
mammography program.

DR. BARR: So wa'fe taiking about the
technologist. Then we would be requiring, if we
required a person to be a technologiét and they were
hired by a surgeon, that they would have to find
some way then to perform the number of mammograms
that are needed and presumably the surgeon would
have to allow them time to do that. Dr. Harrison,
are you there? I would be interésted in hearing a
breast surgeon, another breast surgeon's point of
view.

I think this is an important issue

because this would bring surgeons into the realm of
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federal regulation which nobody but a radiologist
has heretofore had the privilege of. So I think
it's important to get some of these opihions.

MEMBER HARRISON: Yes, I am. I'm sorry.
I was talking to you on mute. I'm here.

™D NADD . Ty
Wi . Pangse iy

like our surgeons to talk to us.

MEMBER HARRISON: I was trying to figure
out why no one cou;d hear my response. Can you
please repeat the guestion? fhe audio is very -- I
can hear very well sometimes and not so well others.

DR.,BARR: Yes, we so appreciate you
trying to do this and bear with us. If we go ahead
and lift the exemption for stereo, then?surgeons
would become part of a federal regulatory process
which heretofore they have not been. So I'm
interested in getting as many opinions from
surgeons, particularly breast surgeons, as to how
this would affect their pracfices, what they think
about this.

We just discussed that if there was a

requirement that a mammography technologist be
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involved with stereo that they would still have to
keep up their mammograms. So if a surgeon hired a
technologist, he or she would have to --

MEMBER HARRISON: May I comment?

DR. BARR: You go ahead. Shoot.

MEMBER\HARRISON: I personally am in a
very comfortable situation. My hospital has a
breast center where I work very heavily with the
technologist and thé radiologist. So I do my own
stereotactic core biopsies but clearly all the films
are read pre and post and the post biopsy film is
read by the radiologist.

I don't believe that those of us who
have committed to this in pracpice will have any
problem whatsoever being regulated‘at all. As a
matter of fact, I think we'd welcome it. We all
wanted to be more involved and tied to the
radiologist because there was a time when this was a
turfing battle and it should not be a turfing
battle. So I would welcéme that and I think all of
us who are committed to being "breast surgeons'

would certainly comply and welcome it.
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DR. BARR: Thank you very much.

MEMBER HARRISON: Hello. Are you there?

DR. BARR: Yes. Thank you very much.
That's very helpful. Thank you: Chérlie, did you
have any more questions on your roster?

EXEC. SECRETARY FINDER: No.

DR. BARR: I did hear one of our public
speakers talk about the whole chain of not only
breast imaging and breast tfeatment as quality. I
just wonder where doywe draw the line. Is the line
overdrawn? Where are the pathologists? Do we need
to make sure under federal regulation that they know
what they're doing? Do we need to involve the
surgeons not only in stereo but in excisional
biopsy? How about the oncologists wﬁolare treating
the patients? How far do we go along this chain of
diagnosing and treating breast cancef with federal
regulation? Dr. Ferguson.

MEMBER FERGUSON: Ferguson. I think Dr.
Finder set out in the beginning ﬁhat our panel, we
strictly deal with imaging of the breast. And so I

don't think pathologists and oncologists are going

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., NW.
9N\ 234.443% A WAKSKINGTON N C 200NKR.3701 was naalrmee rom




10

11

12

13

14

15

16

17

18

19

20

21

22

170

to fall into the purview of what we're looking at
here. I think he made that very clear té me at
least. 1Is that right?

EXEC. SECRETARY FINDER: Right. 1It's
Dr. Finder. That is correct and it does bring up
another interesting point. Because while the IOM
recommendations talk about a breast imaging quality
standards act, that does not exist at the present
time. So it is an issue that I think we should
maybe touch on very briefly what people think might
be the consequences of reguiating stereotactic
procedures, ﬁammographically guided ste#e@tactic
procedures, in an environment where theie is no
control over ultrasound or MRI biopsy and again the
regulation of even needle localizations wouldn't be
as comprehensivé as for stereotactic.

Does anybody think that whaﬁ we might
end up doing is just moving peop1e over from the
stereotactic into either ultrasound biopsy or moving
them out of needle guided biopsies back to open
biopsies using needle localization? Could we

actually be pushing things in the wrong direction 1if
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we can't control everything? Just a point for
discussion.

MEMBER MONTICCIOLO: Dr'kMonticciolo. I
think it's hard to tell. 1It's the uﬁintended
consequences of making these types of decisions. I
don't think that you'll move many\peoplé from stereo
into ultrasound or MR guided biopsies simply because
calcifications are not very readily seen on those
modalities and we use stereotactically aimost
exclusively fcrrcalcificétions now because we tend
to see masses pretﬁy well on ultrésound;

But the issue of moving probably
primarily surgeohs doing these techniques if they
can't qualify for stereotactic back to open biopsy
is probably a read concern. Radiologists don't do
open biopsies. So they're not going to be pushed in
that direction. They're either going to get pushed
out of it or they'ie going to do it to meet the
régs. But I would say it probably is a legitimate
concern, but I don't know the extent of the problem
or what the extent of the problem Qould be.

CHAIR HENDRICKS: From the audience.
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MS. WAGNER: Judy Wagner.

CHAIR HENDRICKS: To the microphone
please and then reintroduce yourself to all of us.

MS. WAGNER: Judy Wagner, R.N. That is
exactly why I am speaking to women's groups next
week. Next month, I have four meetings with women
at a bank that has contactea me to talk to their
women. That's why when women hear they need a
biopsy, they're going to say, "I want a needle."
And I've given you some documentation of a
questionnaire that I handed out and when I gave my
talk those women got that message and I hope that
all of them will tell 20 other women.

CHAIR HENDRICKS: I'llAcomment, Carolyn
Hendricks, Panel Chair, on the concern that
regulation of a stereotactic biopsy procedure might
drive radiologiéts and surgeons to perform fewer
stereotaétic‘biopsies in favor of open biopsies. I
think that won't occur for the fac£ that we have not
been able to make a dent in the open biopsy rates in
the United States for some time even with the advent

of the stereotactic procedure.
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What I think it might do regulating this

procedure because it is hinging on breast imaging

“which is our mission is that it might make

radiologists and surgeons more selective. We really
want a good candidate for a étereotactic biopsy.
Once that decision is made, that's when the process
gets started. So if a reguiatoryrpiece\makes
physicians scrutinize that initial\decision, "Is
this woman a good candidate for a stereotactic
breast biopsy" then we would have achieved that goal
and improved that quality of the procedure.
MEMBER‘MARTIN: Melissa Martin. I

thought the other item of consideration‘was the
recommendation from the IOM report. that the
ultrasound guided procédures also be required for
accreditation which if you do them in conjunction
with each other, then you're not going to be
necessarily driving patients from one to the other.

It's the radiologist's choice for the performance
of the biopsy procedure because both units would be
required to be accredited.

EXEC. SECRETARY FINDER: "It'’s Dr.
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Finder. The difference is that under the current
situation, under MQSA, we do have the ability to
regulate stereotactic biopsy. We do not have the
ability to regulate ultrasound. In Qrder for that
to occur, Congress would have tq change the law and
then we could work on it.

If you're saying they'd have to be done
at the same time, then we'd have to wait until
Congress does something before we do anything. But
there will be this asymmetry if we decide to go
ahead with this just because of the way our current
authority is created.

DR. DOWLATSHAHI: This is Dowlat from
Chicago. I think you are moving very fast for me.
I don't want to go back and be killed as a
messenger. There are a lot of surgeons in the
country and especially the American breast surgeons
who would like to hear your opinion before you come
to a definite decision. As'I said, I didn't have
enough time to search around to get the opinion from
everybody but it would be good if you éave the

College of Surgeons as well as the chiety of Breast
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Surgeons a chance to come up with some ideas or
suggestions that don't come to merright now. That's
No. 1.

The other caveat that I wanted to
mention is that the speaker said we Want needle and
not knife. Well, that has now become very debatable
because some of the big needles these days require
an incision and we even go in with a§radio frequency
device and carve out the piece of breast tissue.

So technically the needle is not what it
used to be. A small 16 or 18 gauge is now eight or
nine and as I said, sometimes you have to make an
incision. So the differenée,betweEn,thé needle and
the knife is not that well defined and I just wanted
to tell you as a person who does these biopsies to
let you know that there are a variety of issues
which I would like to take back to the beople who
are practitioners in this fiéld;

CHAIR HENDRICKS: Any other questions
from the panel or the audience on this topic of the
IOM? Yes?

MR. MOURAD: Wally Mourad, FDA. I don't

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
{20\ 24447 WAKSHINGITON DY 9{1“('!&;‘}7:0{ warna: nasirarnce rnm




10

11

12

13

14

15

16

17

18

19

20

21

22

176

want to jump the gun on inspections before we even
write regulations but as Dr. Monticciolo mentioned
be easy on the inspections,/do\notlmake it onerous
and laborious. What do you mean by that? Should we
cut down on the sca@e/er minimize the questions?
Could you explain a little bit more?

MEMBER MONTICCIOLO: This is Dr.
Monticciolo. I'm a veteran of these inspections in
different states as I indicated before and sometimes
it's very smooth. We've generally been in
compliance. That's‘not been the issue but sometimes
it just takes longer for inspectors to get through
all the eguipment, records and/we have satellites
that have to close down for a full day. 'So they
lose all those patients. They can't do patients.

So it's just a matter of taking it into
account and the cost of doing this. For the
facilities, it can be extremely difficult and we've
had inspectors at our site especially if it's an
inexperienced inspector for a couple days for the
five units and it's very disruptive when you're

trying to do 100 patients avday and procedures and
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you have to run around and get everything ready and
close down and -it:can be onerous.

It's only once a year. That's the good
news, but it canvbe~difficult.“ So‘if one more thing
is added to that, it's just a lot for the
technologists to have to prepare and for the
patients that we're also trying to service that day.

That's what I meant.

DR. BARR: I think you raise some good
points and it;s interesting that we've heard a lot
don't give us anymore regulatory burden, don't spend
anymore time in the facility than you've already
been spending and here we're talking abéut
additional regulatory burden and then’édditional
time in the facility. So it's interesting. It goes
against some of the other things that we've heard.

MEMBER MOUNT: Carol Mount. I think the
difference is nonekof us want any more work. None
of us want any more burden, but I think we all want
good patient care and the béttdm line is guality not
so much the burden. Yes, we don't‘like,it but we

will accept it if we can raise the bar.
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DR. BARR: Thank you.

MEMBER MONTICCIOLO: Dr. Monticciolo.
Just along those lines, I would say that's a very
reasonable assessment, Dr. Barr, that when we go for
accreditation we have time to gather things and the
clock start running and you have t§ get the f£ilms
but you can spread that over. If you have three
days when you have a lot of patients cramming into
your’center,‘you can maybe do some of your ACR
accreditation paperwork on a day that's not as busy.

But for inspection, there's no give and
take. It‘s,ﬁhere and so that is a little bit
different issue, accreditation versus inspection for
our time.

CHAIR HENDRICKS: Thank ycu; Yes, from
the audience.

MS. WILCOX: Pam Wilcox, ACR. I wonder
if the state inspectors and/the physiciéts could
talk to the inspection process for stereo in terms
of the inspector having to have access to the unit.

There's a difficulty in mammography whén you have

to not do patients. But if a woman is scheduled for
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a biopsy and has to be cancelled, I think the
implications are more significant.

MEMBER MARTIN: Melissa Martin. I would
like to think that the process that would be
developed forxinspactibns will be more allowing the
proposed line of what I think is coming along for
all the mammography inspections Whera it will be
basically more of an inspection of the physicist
report if the physicist report is current and there
would be more minimal time, if any, for that
inspector to be on the actual machine.

The only thing I can see an, inspector
actually ever doing in a biopsy unit is having the
technologist take a phantom film because that would
not even require the inspectors to be trained to
operate the stereotactic units; And that should be
minimal. It might even be a recommended\procedure
that if the technologist could take a phantom film
the morning of the inspector's arrival and have it
available for revigw, that would be acceptable.
It's just a guggestion, but that way it wouldn't

impact patient care.
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DR. BARR: Thank you.

MEMBER PASSETTI: I think you're already
moving in the right direction as far as the
inspections go. You're looking at not taking dose
measurements. You're looking at>9impli£ying the CE

Ty
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or them to check.
think if we're going to add some regulatory
requirements in the high risk areas, you just need
to consider continually looking at your inspection
process to make sure you're locking at ﬁhe important
areas and cut back on those areas like you said the
inspector doesn't need to do while they're in there
or they can do off to the side looking at
physicist's reports and those types of things. So I
think you're starting to head in that direction and
I'll just encourage you to keep going in that way.

DR. BARR: Thank you.

CHAIR HENDRICKS: From the audience.

MEMBER WILLIAMS: Thanks. But, no, this
is Mark Williams. I just wanted to agree 100
percent with what Melissa said. It think that's

exactly the right approach and the way that things
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are going already and I think that with the
physicist report in hand it's going to alleviate
essentially all of the physical tests that the
inspector would have to do.

MR.yFLATER: Don Flater from Iowa. It
may do that but what we're goingkto have to be very
careful of is the legal aspect of this and what's
going to happen relative to our records and what the
state is attesting to and the responéibility that
they're taking on. So we have to be careful.

I'm not saying that we‘can‘t do that.
But all of a sudden, do physicists,wantVto become
state inspectérs and have thatjlegal’problem that
they may have to deal with if4wa,have\to go in and
have to actﬁally enforce our regulations and what
kind of a liability does it put on them? Are they
now state employees? We have to ask some attorney
generals questions and ask whether or not the& come
under the umbrella of the state being the
regulatory. 1If somebody makes a mistake who's
responsible for it?

I think there are a lot of guestions you
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have to be careful in the inspection prbcess and
what we're going to do. I'm not disagreeing with
what you're saying. I'm just saying be careful
because as we’know, our attorneys can méke different
decisions and'when,you have 50 stateyattorney
generals to deal with plus you have the federal
folks to deal with on the legal side, there are some
questions that probably really need to be considered
very closely.

CHAIR HENDRICKS: Caroiyn Hendricks,
Panel Chair. I have a quick follow-up question, Mr.
Flater, reléted to how you Eandle in Iowa the
mandatory program currently in place. How do you
handle the down-time and the inspection time when
you're taking a stereo unit off~line to inspect it
and accredit it?

MR. FLATER: We call our facilities five
days ahead of time even though our stereotactics
don't fall under; We do the same thing that we do
on our MQSA. If there is a problem, then we adjust
our schedule to fit their schedule so that they

don't have down time. There are facilities that

NEAL R. GROSS'
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
{20 74443 WARHINGTAN N O 2000RR701 warnar naalenirnee cnm




10

1l

12

13

14

15

16

17

18

19

20

21

22

183

doctor referred to that have iOO patients per day.
We go into them at night and we actually do the
inspections at night so we do not disturb the
patient flow.

That's one thing that the Department of
Public Health gets\really excited about is if we get
a call from a facility and say we're doing something
that's a problem with health. So we make
adjustments for ourAschedules. Qﬁr’people are not
on an 8:00 a.m. to 4:00 p.m. basis. If they have to
go in at 9:00 p.m. they have to go in 9:00 p.m.
That's just the way it works. That's the way it's
been for all our regulatory programs even our NRC
programs and our inspections and those kinds of
things.

CHAIR HENDRICKS: Thaﬁk you.

DR. BARR: I think we're all, as several
people have commented, our goal here is quality. I
have just as a public health person need to
continually raise the gquestion about whether federal
regulation is the only way to achieve that quality.

How about in the area of breast ultrasound and I
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sort of disagree with the statement that we don't
need to look at the whole chain. To me if we're
ever going to make the ultimate dent in breast
cancer, it's the whole chain that needs to be looked
at.
r why we concentrate on certain
pieces of it. We do because the moon and stars gave
us MQSA and that's what we do at the moment. But
since it is in the IOM recommendation, what about
breast ultrasound? What about bréést MQI? What
about a statutory ¢hange to include all of breast
imaging or perhaps beyond?

CHAIR HENDRICKS: Carol Hendricks, Panel
Chair. I think from the information that we've
heard for the past two days it seems that it is
premature to incorporate MRI imaging or MRI guided
breast biopsy procedures into any fgrm of
regulations at thié point in timef

DR. BARR: What do you think ébout
breast ultrasound where there is an accreditation
program in existence? Although I don't know. ACR,

is a breast ultrasound non interventional? Does it
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deal with any interventional, breast ultrasound?

MS. BUTLER: Penny Butler, ACR. It is
both non in;grventional>and interventional. There
is a module that they can apply for for
interventional.

DR. BARR: Thank you. And I certainly
agree from what I've heard. The MRI issue seems to
be off the table for the moment, but the breast
ultrasound, one of the arQuments I've heard for
stereos we have an accreditatiﬁn”program.
Therefore, we climb Mt. Everest because. it's there.

We have‘this accreditation program. What do we do
with it?

MEMBER RINELLA: As far as breast
ultrasound is concerned, there is just so much
variability out there‘throughcu; allythe facilities
that I've seen and I feel very strongly that it
should be an accredited modality because there just
isn't enough consistency from how they're done and
who is actually doing examination because in some
facilities these are not even ultrasound

technologists that are doing the exams.
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Dﬁ. BARR: Thank you.

MEMBER PASSETTI: Bill Passetti. I'm
not sure how many states yoﬁ,contract with to do the
MQSA inspection. I don't know if you have that
right off the bat.

DR. BARR: Basically, from moment to
moment, I don't know but I think there's maybe four
or five states that we do nothontxact with.

MEMBER PASSETTI: I guess my only
caution or concern with ultrasound is not all states
have the authority or the ability to do inspections
under contract in that area. So that would fall
more into the FDA's responsibilities. I just don't
know. Currently in Florida, we have\auﬁhority in
the non-ionizing area but we don't have any
regulations or inspection authority. So'that could
be an issue,if you got into thé inspection of those
types of units.

DR. BARR: If it were an MQSA type
program, you would have the authority. fou wouldn't
need state authority. But are>you>more saying that

since there aren't many states that probably inspect
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ultrasound, the expertise wouldn't be there.

MEMBER PASSETTI: The expertise and
maybe the wiliiﬁgness to get into that area.

DR. BARR: Thank you. That's a good
point. Linda.

MBER PURA: Linda Pura. I wou

if we're using the gold key of quality then we are
moving from the MQSA to breast imaging mammography
regulations and ultrasound would certainly fall
under there because there afe many variants in how
it's done and who does it from what\I»sée out in my
particular practices in the community. So I would
very much like to éee not only stereotactic but I
would like to see ultrasound also under regulation.

DR. BARR: Thank you. Don Flater.

MR. FLATER: Don Flater from Iowa and I
just want to eﬁphasize what Bill said. The magic
line for us in the State of Towa at the current time
is non-ionizing versus ionizing. We do not cross
that barrier. Dr. Barr, I would not bekable to

ingpect them because if they don't have the

authority to go in the facility even if there's a
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federal law, it daesn'thakg any difference. We
cannot cross that barrier. So we would ﬁave to get
new legislation not that it's not that difficult to
do but we would have to do that.

DR. BARR: Thank you.

Panel Chair. If ; could put PennyiButler from ACR
on the spot for a moment becausefI/feel”like we've
not been using some of the information from your
very important survey data on your accréditation on
stereotactic procedures. But I feel like I really
don't have adequate information on where we stand in
terms of ACR and the ultrasound process. Where do
we stand right not in terms of accreditation for
ultrasound proceduies under ACR? |

MS. BUTLER: Penny Butler, ACR.
Unfortunately, I didn't come prepared like I did for
stereo with all Ehe numbers and don't guote me and
I'd certainly be happy to provide this information
to you later. But I think it's oﬁ the order of 300
to 400. Does that ring a bell? Okay. Three

hundred to 400 facilities that we accredit.
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By the way, we don't accredit, it's not
unit based like we’have in stereo but it's facility
based. So they may have multiple units but we would
accredit the entire facility's/praétice;v
Unfortunately, I cannot break it down right now into
the number that we accredit for interventional.
Certainly, not all facilities going through breast
ultrasound accréditation will also accredit in
interventional butqmy gut feeling right now is it's
most of them.y

Pass rate, again, I'd have to éo back
and look at the numbers. It's probably about the
same order but I really can't tell right now. So
what else do you want to know?

CHAIR HENDRICKS: Thank you.

DR. BARR: Perhaps at the next meeting
we could have a presentation on breast ultrasound.

CHAIR HENDRICKS: Yes. Carolyn
Hendricks, Panel Chair. I think that that would be,
I know that you want information from this panel as
we sit on our opinions related to ultraéound. But I

don't feel that we have an adequate information base
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at this point in time. Thank you.

MS. BUTLER: May I ask a question now?

DR. BARR: Yes.

MS. BUTLER: Thank you. One of the
questions I have is obviously MQSA refers to x-ray
and Breast Imaging Quality Standards Act would apply
to a change in the legislation in order to grant
anybody authority to take that next step. Does this
body here have the, is there an intent from this
body to provide Congress with a recommendation one
way or the other or is this on the table? 1I'll be
gquiet now.

DR. BARR: You're absolutely right,
Penny. It would require a étatutoxywchange which
logistically‘ at the time of reauthorization would
be the easiest time towget that. I think I heard
Dr. Hendricks say that we probably&don'i have enough
information to make a full recommendation oﬁ
ultrasound at this point.

CHAIR HENDRICKS: Yes. Carolyn
Hendricks. I welcome input from the other members

of this panel of course on it especially the
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diagnostic radiologists.

MEMBER FERGUSON: I'd like to say I
think that we need to be moving towards an
accreditation program in ultrasound. I don't think
we have all the pieces &et. What I wouldn't want to
do is to somehow be distracted from the étereotactic*
issue we've been talking about and say, "Let's do
ultrasound and do~i£ all at one time and put off
what we're moving towards." I feel very strongly we
need to move towards the stereotactic process. We
need to moving towards the ultrasound accreditation
process as well would be my feeling.

CHAIR HENDRICKS: Dr. Monticciolo,
comment?

MEMBER MONTICCIOLO: Yes. Dr.
Monticciolo. In my experience, the comments that
Diane made are accurate. Ultrasound is really all
over the map and we see a lot of'use of ultrasound
that's inappropriate and miss diagnoses all the
time. It's in variable hands. 1It's not done by
people who are traihed to do it and they think

because the breast is an external appendage it ought
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to be eaéy and it's not. So I think that some type
of improvements certainly would be welcome.

I'ma little bit hesitant only because
as a breast imager I already feel ovérburdened. So
I'm little bit conoerned‘about that. But I think
Dr. Fergusoﬁ's commenté are good ones and I am in
favor of quality and I don't see another way around
it. I think we're moving in that direction.

The ACR Breast Ultrasound Accreditation
Program is a good one. I will say I'm on that
committee. So you should know tha;. The committee
members are reall? good, but i also feﬁiew for that
program. So I'm familiar Qith it, but it's a
difficult issue. I don't knoﬁ that we have enough
to go ahead to make that mandatory yet. Obviously
we can't because’it requires a change in the law.
But certainly there is é tremendous variability in
breast ultrasound right now and it really does need
a look.

MEMBER- MOUNT: Carol Mount. I totally
agree that breast ultrasouﬁd is an area that should

be accredited. It's probably not quite ready yet as
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there are some things that have to be put into
place. The only question I have and since you are
on the committee is weyaccredit as Penny said the
facility and one facility may/have<several
ultrasound units. So if they are Sending in their
picture from their best unit, they sﬁill may be
using substandard units to do full breast ultrasound
or whatever. So that might be soﬁething that could
be addressed and maybe the committee is looking at
that as well.

| MEMBER MONTICCIOLO: fhis is Dr.
Monticciolo. I'm sorry I mentioned I was on the
committee because it's letting Penny off the hook
now for answering these questions.' That might be an
issue but I suppose we would have to look at that.
In my experience, the reason people fail is there's
some poor image quality but that's controlled by the
operator. And my experience shows that if the
operator doesn't know what they're doing, they need
to change their game and they're just submitting
images that obviously would bé poor for diagnosis

and it's pretty apparent. But I suppose it's
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possible for somebpdy to do really well on one
ultrasound machine and not do weil on another. But
I tend to see people if they don't know how to scan
on one machine, they're going to do poorly on
different types of machines. 8o I'm not sure how
much we need to do w

DR. BARR: Is it reasonable to sum the
ultrasound di$cussion to say that perhaps we should
be moving in that direction but that at future
meetings, we should plan some presentations and
further discussion?

MEMBER MONTICCIOLO: I would agree with
that. |

DR. BARR: I'm interested to know if the
voluntary accreditation program if all of a sudden
people see the writing on the wall for regulation
and a much larger percentage of the stereotactic
units out there were to get accredited énd the
failure would:go down, we haven't seen a voluntary
accreditation program work very well yvet. If we saw
that, would that make any diffeience in your

recommendations related to stereo?
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MEMBER MONTICCIOLO: /I'm not sure I
understand the question. You're saying would that
make me feel like it's working? Is that your
guestion? |

DR. BARR: Right. Would you still think
you need federal regulation if we were seeing a
voluntary accreditation program that had a large
percentage of the units applying and passing
accreditation.

MEMBER MONTICCIOLO:  Oh. 1It's Dr.
Monticciolo. That's a very good point. I think if
we saw a large percentage doing it voluntarily, it
probably would not need regulation. I just want to
make a comment that Melissa mentioned earlier that a
lot of programs use the materials but don't apply
for accreditation and I am wondering and maybe Penny
would have some information on this. A lot of
places don't want to spend the extra money for a
voluntary program especially in the breést imaging
section.

For example, when I came to Texas, I

said we're going to get accredited for ultrasound
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and stereotactic and the administrator said, "How
much is that going to cost? We don't need to do it
so we're not doing it." I said, "We’re doing it."
And we had this little discussion with the chairman
and I got my way. That was mainly because I was
new. There's that little
But I think my administrator was not
opposed to us having high quality stereo. They
wanted that but they didn't want to spend the money.
So I'm not sﬁre}how many units. People might be
doing good work but just gettiﬁg that little stamp
because they're trying to avoid ﬁaying.

CHAIR HENDRICKS; From the audience.

MS. WILCOX: Pam Wilcox, ACR. I'm sorry
that we don't have the numbers of people who bought
the stereo manual that didn't apply for.
accreditation. I couldn't pull it out of my hip
pockef.

But just going back historically, and
Dr. Barr's probably going to shoot me for this, but
I'11 take my chances. When the Mammography Quality

Standards Act was passed at the time it was actually
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passed, it wasn't implemented for two years. About
70 percent of the facilities doing mammography in
the U.S. had applied voluntarily./ My guess is that
other 30 percént probably never would have.

And in fact, althoﬁgh they knew that
there was a two year deadline to get accredited, in
the last six months before the law went into effect
and they had to be accredited, we had a huge bolus
of sites that waited until the vefy 1ast‘minute and
we had to work closely with FDA to have all kinds of
extension procedures so people didn't have to shut
down because they waited until the day before the
deadline.

We also heard before this committee when
it was composed of other individuals that if 90
percent of all the stereo sites in thé country
voluntarily got accredited, then we wouldn't need to
regulate that. As I recall, that is now nine years
ago. So my perspective is it's not going to happen
unless there's a mandate.

DR. BARR: No, I'm not going to shoot

you because as I've said we haven't seen a voluntary
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program that that's happened. Just as a federal
regulator, I'm trying to get to the point of if we
ever saw that, would we still\need federal
regulation or would that be good enough for us?
Thank you. Very helpful.

CHAIR HENDRICKS: We have time for one
or two more comments and then we'll move on.

MR. FLATER: Fléter with Iowa. I've
been in this business now 41 years and looked at
every side of radiological health that there is and
I can tell you that the good people are going to
work the programs. The ones that are going to
provide nasty services are not going to do it unless
you hit them with a big hammer and you force them to
do it. So the question that you have here is do we
want to let the ones that are going to give the bad
services and everything go ahead and do it.

You don't need to talk ahout the good
guys that are going to go and i'll bet you every one
of these people on this panel are ones that would
fall right into the voluntary system. But the bad

guys will not. Ninety-five percent of the people
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that we set a regulation for qualify for it, do
everything they can to meet it. It's that nasty
five percent that gives you the bad'time.

CHAIR HENDRICKS: Thank you. One final
comment from the audience?

MS. WAGNER: Judy Wagner. 1In response
to your question about ultrasound accreditation, in
my article that I handed you out this morning, I
believe I took out north, south, east and west and I
compared stereotactic accreditation with ultrasound
saying in your area of the country, how do you fit.

The reason being is in Wisconsin there are ten
hospitals or facilities that are accredited for
stereotactic and six for ultrasound. So in my
article that I wrote, I said, "Where do you fit?"
You can look those answers up on the wonderful
ARC.org under Facilities.

My other guestion, and Dr. Finder has
brought it up to me and I've heard it from other
people, if you mandate stereotactic, then they're
going to take people across the street to their

little clinic and they're going to do ultrasound.
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So are you really doing the patient a service?

That is why I believe and I've talked
Senator Mikulski’s aide about this is that we need
to make the umbrella BIQSA and as soon as possible
give standards for ultrasound so this doesn't happen
because how is the patient écing to know when the
doctor says, "Honey, come here. I can cut that out
for you." You say, "Yesterday."

DR. BARR: I wonder about appropriated
money for all this and what the interest from
Congress is going to be in appropriating money. I
also had another thought but go ahead, Debbie, since
I can't think of it.

MEMBER MONTICCIOLO: Dr. Monticciolo.
With all(due respect to the member from the
audience, if I ha&e a choice between doing an
ultrasound guided biopsy and a stereotactic biopsy
on a patient, I'm going to pick ultrasound every
time. It's more comfortable for the patient. She's
laying on her back instead of on her stomach. It's
easy. You can see the needle moving real time.

It's a tremendous advantage. It's the reason that
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